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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, baweyer, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) S Claim(s) 13,17-19 and 21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Clalm{s) 13.17-19 and 21 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing{s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) El Infonmation Disclosure Statement(s) (PTO/SB/08) 

Paper No(s)/Mail Date 8/9/2006 &1 0/1 7/2006 . 



4) □ Interview Summary (PTO-413) 

Paper No{s)/Mail Date. . 

5) □ Notice of Infomrial Patent Application 
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DETAILED ACTION 
RCE acknowledged 

1 . A request for continued examination(RCE) under 37 CFR 1.114, Including the fee 
set forth In 37 CFR 1.17(e), was filed In this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth In 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
8/9/2006 has been entered. 

Status of application 

2. All the pending claims 13, 17-19 and 21 were previously indicated as allowable 
subject matter(2.8.2006). RCE has been filed 8/9/2006 with submission of supplemental 
IDS which includes several information sheets. Claims 13, 17-19 and 21 are now 
pending and presented for the examination. 

Information Disclosure Statement(IDS) 
The information disclosure statement (IDS) Is submitted on 8/9/2006 and 
10/17/2006. Please refer to applicants' copy of the 1449 submitted herewith. 
Copy not provided 

1 . Acknowledgement Is made of applicant's remarks submitted with IDS where 
applicant Is Informed that the review of the references listed in the instant IDS Is done 
when the references were provided with copending application 09/394712 filed 
September 13 1999 and the references included in instant IDS has not been submllted 
with copies. The Infomnation disclosure statement filed 8/9/2006 and 10/17/2006 falls to 
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comply with 37 CFR 1 .98(a)(2), wliicli requires a legible copy of each cited foreign 
patent document; each non-patent literature publication or that portion which caused it 
to be listed; and all other information or that portion which caused it to be listed. It has 
been placed in the application file, but the information referred to therein has not been 
considered. 

Since the claimed invention is patentably distinct from the claimed subject matter 
of copending application 09/394712 and the electronic copy of the references are now 
available, it is advised to applicant to submit the copies of references for the 
consideratlon(see PTO-1449). 

Claim Rejections - 35 USC §112 
New Matter 

1 . The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art towhich it 
pertains, or with which it is most nearly connected, to make and use the same, and shall set forth thebest mode 
contemplated by the inventor of carrying out his invention. 

2. The claims 13, 17-19 are rejected under 35 U.S.C. 1 12, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The claims 1 3 and 1 7-1 9 are directed to a method for the treatment of 
Alzheimer's disease using an effective amount of agent to increase insulin sensitivity of 
the human and restricting the metabolizable carbohydrates in the diet no more than 55 
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grams per day wherein the agent is selected from chromium, insulin-like growth factor 
and a thazolidinedione. The claims are previously indicated as allowable. However, 
before allowing the claims again, there is one critical enx)r was found in the notice of 
allowability where the issue has to be raised and clarified to put the patentability of the 
claims strong and valid before allowing the claims again. The tenn(i.e. insulin-like 
growth factor) recited in claim 13 was not described in the specification and lacks the 
support from the instant disclosure. 

The specification discloses a human insulin-like growth factor l(hlGF-l) for 
making an practicing claimed invention(see page 6, lines 14-22). However, the instant 
claims are now recite insulin-like growth factor which has broadening the scope and 
there is no support found in the instant specification for the phrase as an invention at 
that time of the invention was filed. As mentioned by original specification, human 
insulin-like growth factor l(hlGF-l) is only growth factor shown proven efficacy against 
the treatment of Alzheimer disease. 

The specification does not provide any competent evidence or disclosed tests for 
all types of insuline-like growth factors which are instantly claimed and phamnacological 
activity in general is a very unpredictable area. Note that in cases involving 
physiological activity such as the instant case, Ihe scope of enablement obviously 
varies inversely with the degree of unpredictability of the factors involved"(See In re 
Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970)). The specification provides 
no guidance, in the way of enablement for the full scope of all compounds(i.e. insulin- 
like growth factor) that are potentially suitable for the invention work similariy as to 
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human insulin-like growth factor I. The skill artisan would have not known that which 
compounds of the claimed compounds are capable of accomplishing the desired result 
of the claimed invention without undue amount of experimentation. 
Thus, 

There is no sufficient evidence to convey to one of ordinary skill in the art that 
applicant was in possession of the claimed invention. Therefore, the claims fail to 
comply with the written description requirement. 

Conclusion 

3. No claim is allowed. Claims would be allowable if rewritten or amended to 
overcome the rejection(s) under 35 U.S.C. 112, 1st paragraph, set forth in this Office 
action. 

4. Any inquiry concerning this communication or eariier communications from the 
examiner should be directed to Vickie Kim whose telephone number is 571-272-0579. 
The examiner can normally be reached on Tuesday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Chris Low be reached on 571-272-0616. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Infomnation regarding the status of an application may be obtained from the 
Patent Application Infonnation Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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